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DETAILED ACTION 



Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth 
in 37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 8-30-06 has been entered. 

Specification 

. 2. The lengthy specification has not been checked to the extent necessary to determine 
the presence of all possible minor errors. Applicant's cooperation is requested in correcting any 
errors of which applicant may become aware in the specification. 

Drawings 

3. The drawings are objected to because the label of the x-axis in Figure 58 filed 8-1-03 
is incorrect. Also, Figures 56-59 described as plots of the data of Tables 1 and 2 do not appear to 
be accurate plots of the data of Tables 1 and 2. See, for example, Table 2, an output pressure of 
3.6 psi at 90 cc appears to be incorrectly plotted. Corrected drawing sheets in compliance with 
37 CFR 1.121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures appearing 
on the immediate prior version of the sheet, even if only one figure is being amended. The figure 



Application/Control Number: 09/892,900 Page 3 

Art Unit: 3761 

or figure number of an amended drawing should not be labeled as "amended." If a drawing 
figure is to be canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes made to the 
brief description of the several views of the drawings for consistency. Additional replacement 
sheets may be necessary to show the renumbering of the remaining figures. Each drawing sheet 
submitted after the filing date of an application must be labeled in the top margin as either 
"Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are not 
accepted by the examiner, the applicant will be notified and informed of any required corrective 
action in the next Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 112 
4. Claims 14-17, 19, 23-24, 30, 33, and 36-39 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 14, 19 and 23 now require a spring rate and 
working length of the spring(s), the platen and the interior surface be configured to compress the 
bag to expel fluid therefrom when the platen is moving in said first direction such that an outlet 
pressure of the fluid is substantially constant over substantially the entire dispensation cycle of 
the pump. New claims 37-39 defined such outlet pressure of the fluid which is substantially 
constant over substantially the entire dispensation cycle of the pump further as not fluctuating 
more than 10% during the first 90% of the dispensation cycle. Applicants rely on Tables 1 and 2 
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on pages 53-54 and the Figures 57-60, of which Figures 56-59 are described as graphical 
representations of the data of such Tables, see, however, the discussion in paragraph 3 supra. 
First it is noted that the species elected in this application was that of Figures 52-55 and Figure 
60 is directed to the other species, see, e.g., page 38, line 28-page 39, line 34 of the instant 
application. Second, the data of such Tables is described as the output fluid pressure from the 
bag as measured as the volume in the bag is decreased over the dispensation cycle . 
Compare to the claim language, i.e. an outlet pressure of the fluid is substantially constant over 
substantially the entire dispensation cycle of the pump . Furthermore, Table 1 in which a 50 cc 
bag was used shows such output pressure being 5.0 psi at the beginning of such cycle, i.e. 0 cc 
volume expelled, and 4.45 psi after the first 90% of the cycle which amounts to more than a 
10%, i.e. more than 0.5 psi, fluctuation during the first 90% of such cycle, i.e. 45 cc volume 
expelled, and Table 2 in which a 100 cc bag was used shows such output pressure being 5.1 psi at 
the beginning of such cycle, i.e. 0 cc volume expelled, and 3.6 psi after the first 90% of such 
cycle which amounts to more than a 10%, i.e. more than 0.51 psi, fluctuation during the first 
90% of the cycle, i.e. 90 cc volume expelled (It is again noted that the Figures do not appear to 
reflect the data/fluctuations set forth in the Tables, see paragraph 3, supra). However this does 
not appear to be what is claimed in the amended and new claims, as best understood, see also 
paragraph 5 infra. While the application, as originally filed, also sets forth, e.g., in the sentence 
bridging pages 5 1 -52, "a. .substantially constant medication output pressure until the bag is 
substantially collapsed ", e.g., at page 53, lines 35-37, "Figure 57 illustrates the remarkably 
steady output pressure of the medication contained in the medication bag 406 during the 
dispensation cycle by the platen pump 400", and, e.g., a 1 1% fluctuation of the output fluid 
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pressure of the medication bag after the first 45 cc is expelled, i.e. first 90% of the dispensation 
cycle of the bag, in Table 1 and a 29% fluctuation of the output fluid pressure of the medication 
bag after the first 90 cc is expelled, i.e. first 90% of the dispensation cycle of the bag, in Table 2, 
this also does not appear to be what is claimed in the amended and new claims as best 
understood. If Applicants maintain such language, the portion of the original specification relied 
upon for the full scope of the combination claimed in each claim in a single embodiment should 
be set forth. See Claim Language Interpretation section infra. 

5. Claims 14-17, 19, 23-24, 30, 33, and 36-39 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 14, 19 and 23 "an outlet pressure of the fluid". However it is not clear what 
structure of the invention includes such "outlet". The outlet of the pump? The outlet of the bag? 
The outlet of the outlet tube (claim 24)? Claims 14, 19 and 23 also claim such pressure "is 
substantially constant over substantially the entire dispensation cycle of the pump". Such claim 
language has not been specifically defined. Note the discussion in paragraph 4 supra. Therefore 
the terms of the claim will be given their common, i.e. dictionary, definition as is consistent with 
the specification. "Constant" as defined by the dictionary is "unchanging in nature, value, extent; 
invariable", and "entire" means "whole". In other words the independent claims require such 
pressure be substantially unchanging over substantially the whole cycle. Yet claims 37-39 which 
depend from these claims, i.e. further define/narrow the invention of such claims, define such 
pressure as being no more than 1 0% fluctuation over the first 90% of the cycle thereby inferring 
the % pressure fluctuation and/or cycle % of claims 14, 19 and 23 is more, e.g. more than 10% 
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fluctuation and/or over a shorter % of the cycle, and thereby, the pressure substantially changing 
over substantially the whole cycle. Therefore, the outlet pressure as set forth in the claims is 
inconsistent/unclear. A clear, consistent description of such pressure should be set forth. See 
Claim Language Interpretation section supra. 

Claim Language Interpretation 

6. It is noted that none of the claim language has been specifically defined. Therefore 
the terms of the claim will be given their common, i.e. dictionary, definition as is consistent with 
the specification. "Platen" as defined by the dictionary is "One of the two flat members of the 
printing press that serves to position the paper and hold it against the inked type". Since this is 
not consistent with the specification, "platen" will be interpreted as a member which is capable 
of exerting pressure. See also discussion infra. Due to the lack of clarity discussed in paragraph 
5 infra, the "outlet" and thereby, "an outlet pressure of said fluid", will be interpreted to read on 
the outlet of any structure of the invention, e.g. the pump or the bag or the outlet tube. Since "an 
outlet pressure of the fluid which is substantially constant over substantially the entire 
dispensation cycle of the pump" has not been defined by the original specification, i.e. lack of 
the specific terminology "an outlet pressure of the fluid which is substantially constant over 
substantially the entire dispensation cycle of the pump" in the originally filed specification, and 
specifics, e.g. numerical ranges, which constitute " an outlet pressure of the fluid which is 
substantially constant" and "substantially the entire dispensation cycle of the pump", note 
paragraph 4 supra, as well as the inconsistency/lack of clarity of such terminology discussed in 
paragraph 5 infra, such terminology of claims 14, 19 and 23 will be interpreted to include 
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fluctuations of more than 10% but no more than about 29% and/or during portions of the cycle 
less than first 90% but no less than 1% of the dispensation cycle in light of claims 37-39 and the 
data of Tables 1 and 2 as originally filed. With regard to such claim language of claims 14, 19 
and 23 and claims 37-39 and the discussion in paragraph 4 supra, see also MPEP 2163.06, 1. 
Therefore, the filing date accorded the claims would be considered to be 6-26-06. However, it is 
noted that even if the claimed subject matter were not considered new matter, the earliest filed 
application from which priority is claimed, i.e. 07/824,855, still does not disclose the subject 
matter relied upon for support of the amended and new claims, e.g. the earliest possible filing 
date would be 6-15-92. 

Claim Rejections - 35 USC §102 

7. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

8. Claims 14-17, 19, 23-24, 30, 33, and 36-39 are rejected under 35 U.S.C. 102(b) or (e) 
as being anticipated by Elson '476. 

Claims 14-17, 19, 23, 30, 33 and 36: See the Claim Language Interpretation section 
supra, and, e.g., the Figures, especially Figure 11, and col. 1, lines 5-9, col. 2, lines 30-31 and 
col. 2, lines 34-60, col. 3, lines 1-6, lines 23-34 and 51-65, col. 4, lines 21-24 and 38-50 and col. 
4, line 56-col. 5, line 1 1 of '476: 12 and 16 are threadably engaged shells of generally circular 
outer shape, the "platen", see Claim Interpretation section supra, is 18 with nonplanar surface, 
the exterior of 62, 64, which is "complementary", i.e. defined as "forming or serving as a 
complement, completing", to the inner surface, i.e. the inner surface of 22, 24, of shell 12, i.e. 
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which shell and platen surfaces have a substantially planar central portion, e.g. 24 and 62, 
respectively, and a nonplanar annular portion, e.g. 22 and 64, respectively, and 38 is a spring 
fastened to shell 16. The space defined between the platen and the shell holds a fluid bag 28 
therein. Claims 14, 19 and 23 now require the spring rate and working length of the at least one 
spring, the platen and the interior surface are configured to compress the bag to expel fluid 
therefrom when the platen is moving in said first direction such that "an outlet pressure of the 
fluid" is substantially constant over substantially the entire dispensation cycle of the pump, i.e. 
function, properties or capabilities of the claimed structure. It is the Examiner's first position 
that the c 476 reference at the cited portions, especially Figure 14, teaches such function, 
properties or capabilities because Figure 14 shows that the delivery pressure, i.e. the outlet 
pressure of the device, does not vary more than about 5% over 100% of the cycle. In any case, 
i.e. the Examiner's second position, since '476 teaches the claimed structure and such delivery 
pressure fluctuation over 100% of the cycle, that as best understood, there is sufficient factual 
evidence for one to conclude that the same structure of c 476 also inherently includes the 
function, properties and capabilities as claimed in claims 14, 19 and 23. 
Claim 24: See col. 4, lines 38-51 and Figures. 

Claims 37-39: See the discussion of claims 14, 19 and 23 supra, Figure 14 and Claim 
Language Interpretation section supra, i.e. as best understood, '476 teaches an outlet pressure 
which does not fluctuate more than 10% during the first 90% of the cycle in Figure 14. 
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Response to Arguments 

9. Applicant's remarks have been considered but are either deemed moot in that the issue 
discussed has not been repeated or deemed not persuasive in light of the discussion supra. 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The cited but not applied art shows an infusion device with scissors mechanism. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karin M. Reichle whose telephone number is (571) 272-4936. 
The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on (571) 272-1 115. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Karin M. Reichle 
Primary Examiner 
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